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Sir: 

In accordance with 37 C.F.R. 1.56, 1.97 and 1.98, Applicants submit herewith 
references which they believe may be material to the patentability of this application and 
with respect to which there may be a duty to disclose in accordance with 37 C.F.R. 1.56. 

While the references may be "material" under 37 C.F.R. 1.56, it is not intended to 
constitute an admission that the references are "prior art" unless specifically designated as 
such. 

The filing of this Information Disclosure Statement shall not be construed as a 
representation that no other material references than those listed exist or that a search has 
been conducted. 

The references are listed in PTO form 1449 which is in accordance with the 
requirements of M.P.E.P. 609. A copy of the references is also enclosed. 

The references are as follows: 
U.S. Patent Documents 

Yamanaka et al., US Patent No. 6,387,918 B2, issued May 14, 2002 



Foreign Patent Documents 

Pharotech A/S WO 03/004001 Al, published January 16, 2003* 

Lipocine, Inc. WO 01/37808 Al, published May 31, 2001* 

Fujisawa Pharmaceutical Co., LTD EP 1 064 942 Al, published January 3, 2001* 

Fujisawa Pharmaceutical Co., LTD EP 0 444 659 A2, published September 4, 1991 

Fujisawa Pharmaceutical Co., LTD EP 0 184 162 A2, published June 11, 1986 

Other Documents 

Nishi et al., 2004, "The colon displays an absorptive capacity of Tacrolimus", 
Transplantation Proceedings, vol. 36, no. 2, pp. 364-366.* 

Nishi et al, 2004, "The expression of intestinal CYP3A4 in the Piglet Model", 
Transplantation Proceedings vol. 36, no. 2, pp. 361-363.* 

Sano et al., 2002, "Oral FK 506 blood levels are elevated in pig short bowel model: 
Further investigations with co-administration of an intestinal CYP3A4 inhibitor" 
Transplantation Proceedings vol. 34, no. 3, pp. 1050-1051.* 

Honbo et al., 1987, "The oral dosage form of FK-506", Transplantation Proceedings, vol. 
19, no. 5 supplement 6, pp. 17-22.* 

It is respectfully requested that these references be considered by the Patent and 
Trademark Office in its examination of the above-identified application and be made of 
record therein. The Examiner is also invited to contact the Undersigned if there are any 
questions concerning this paper or the attached references. 

The Information Disclosure Statement submitted herewith is being filed 
[x] before the mailing date of a first Office Action on the merits 
[ ] after the mailing date of a first Office Action on the merits. Please charge the 
fee of $180 to credit card. Form PTO-2038 is attached. 

[x] An International Search Report is enclosed. References cited in the 
International Search report are asterisked. 
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Cheryl B/Agris, Reg. No. 
P.O. Box 806 
Pelham, N.Y. 10803 
(914) 712-0093 
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